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Willi 

r> . " ^fUNG^DATPlirfhiZ — '^^^^^ant'na Katcheves 

A SHORTENED STATUTORyp™,n. 

^a)U This acton is FINAL. ^hm^^i: mLms^ 

3)D Since this applicator is . ^T"' acton is non-final. 

eS Claim(s)i45is,are rejected 

7)0 Ciaim(s) is/are objected to. 

SO aaim(s) an. sMhio.-. . 
Application Pap„r~ " Action ,«,*en,ent. 

« T^ spedflcaton is objected ,o by tbe Ex^iner 

I **-™/"o.'=,ue^.^;^°;~7"^0*'«'^'oby.heExa,.iner. 
I "arhep™p„sedd.„i„,correcti„n;:Z ° :Tr''""""'''"='-^--«-^^^ 
>20 The oath or dedaraton is obiected to bv tl,» p 

MO Acknowledgment is made of a claim , 

aOAi, bfl Some-CD ^IneT " "- C. s 

c:^::::;::r^^~-----ed. 

3° Co.esot.:X~~— c^edinAppiica^nNo. 
• see the ^S7^To^^-^<-^-J^.^i^^^^^ Stage 
.40Acknow,ed,mentismadeo,a"ro7r ? '-'^ 

'or domestc pno«y u™,er 35 U.S.C.Ts .SSr ,2, 

Ua^ijjj^— «ver iM0(s) i4 
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DETAILED ACTION 

Claims 1-74 are pending in the present application. 


Election/Restrictions 

-(^)-.ng.awntoanonelecte.n.e.^^^^ 

clami. Election was made without traverse in Paper No 8 A.. , 

n raper No. 8. Accordingly, claims 1-45 are under 

examination. 


Specification 

or olherfom, of browser-executable code. SeeMPEP § 608.01. 


Sequence Compttmce 
appl,ca„„„fa,k,o comply wi,ta,„ i, 

^ ' ^•<521 through .825 for the 

7"*^^'^'^""""'^"-----"...W«e.,re_.rP.e. 
^-«Co.a.„,.e,eo«eSe.e.e.^^^ 

-P.e,pa,..a„d33rec.e.e,_.or„.cb.ereare.SBp..o..ed.r....e 
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any computer readable form or paper conv nf ,1, 

paper copy of .equeuces. Applicant must comply with ,ie 

'~°'"f*"«lue„cerules(37CFR§§, 82, , 8251 h f . 

. ^ ^ ^"^'-'^25) before the application can be 

exammed under 35U.S.C.§§|3ia„d ,31 

'^°"''"^'^'°'^^'"'«--'^^"^-PP^ca„..o.,lyco„,l,„„,, 

""'°""'^^'""=-'--"'--"-«>.o^ 

---on.der37CP..,.82K,..,.^^^ 

r "r-^----~'»-acopyof.ea„ached Ice 
Comply With the reply. 


Claim Rejections - 3S USC §102 

rhefollowi„,i.a,uotationoftheappropriatepa.g^h.of35USC,02.hatf . 
--orthere.ct.on.under...,_,,^„^__^^ ' - 

Aperson Shall be entitled to a paten, unless- 

aam.U.3,30-32a„d36-42a„d45arerejectedunder35USC ,02rbl . ■ 
-cpated by Nakan., et al^ (pkas Vol 92 1995), ' ' ^ ' 

Nakanish, c. al. te^h the expression of antisense p21 RNA in G . 
resulted ,„ nv« , P^"^'^ "> G« arrested cells which 

resulted in DNA synthesis and entry of celUinM ■. ■ 

' or cells into mitosis. Thus the i-rlk „f xi i ■ , . 

prohferateinr™ """els of NakanisW a al. 

Pohferate in response to increase in the am„^,„fpj,s.,^, 

t354. Nakanishie. , , RNA and protein See page 4352 and 

— .a,soteachthece„pop„,ationofthee.ms,nab.anceds.solution. 
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^.icipated by Waldman et al. (C».er Research Vol. 55 ,995) 


resulted k abrogation of ,he G, cell cycle checkp, 


Ptee and resulted in the growth and prohferation 


■oint such that aU cells passed through S 
oftheceUs. Seeabstractandpage5189. 


Qaim Rejeaiom - 35 VSC §103 

The following is a quotation of 35 U S r u- l , 

U.b.C 103(a) which foims the basis for aU 

obviousness rejections set fonh in this Office action: 

Clainis 1-21, 27 and 30-45 are rejected under 35 U S C 103r„l . ■ 
overN»t ■>.• " '"3(3) as being unpatentable 

over Naltanish, et al. as applied to claims 1 2 3 in » . 

viewofR- H , "'''"-"""^-^^O^^atovcandtoherin 
v.ew of Rivard et al. (Journal of Biological Chemistiy vol.27, ,996) 

-express,onofant..ep2,K..,n0.a,restedce„s which 
Jed ...synthesisa„dent.ofcellsinto..os,s..h.,.hece„sof..^^^^^^ 

r5 ::'"7:"""^"'"'^-'°^------eepage«52and 

4354. Nalcan^hi et al. fail ,o .each the disruption of both p21 and o27 • . 

proliferation of cells. ■» order to fecilitate the 

Rivard et al. teach the enforced expression of „57 • „ 

'"'""^ Cairesl. Rivard etal 
specifical reduced expression of „->T ■ '^"aroetal. 

"f P" an ant^ense constnict which resulted in DNA 

initiation and the growth and prohfei^ion Of cells. SeepagelS337 H 

oce page 18337 and page 18340. 
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I. woald have been obvious to o„e of or*„a^ ,,ni in ,be « a. .be .,„,e «,e invention 

was„^e.oco™bine.be.acbin,ofNa.an.bie...and.,v.de,a,.op™Hfe™eceUsb^ 
d.n.p..,bo.p. an.p.i„ace„pop„,a,i„n C^eor„..na...„in.bean„on,abave 

been™,,va.ed.oc„„b,neNa,can.bie.a,.andR,va.de,a,beca.e,be.eferences.e.^ 
p:.andp.,nbibi.«ac.i.,i„aee.a„d.„cebo.„fe,e„ce..eacb,baUnb.b^ 

.ene.e.n..nONA,obfe.a,.ona„da.o,a..onofce,^u.e.eence,oneof.i,Hn.bea„„o^ 
~,e^c.iop.ven,ce,,,„ie.eenceandp,on,o.ece„,o,ife..io„by,n«^^ 

p2.andp37.M„™ve,,.ecbni,ue.ofce,,cu,..eandp..fe.a..o„a.e_in.^ 
..a..eo.dina.^i,,,^,,„„„„„^^^_.^^,^^^^^^^.^^^^^_^^^ 

»c«n,.e.and,„,en.,o.ce„.Tb.,,beinven.ion,a,awbo,e,wo.dbavebeen..„^ 
M^e obvio. ,0 one of ordinal „ , „.^^ 


Claim Rejections - J5 USC § 112 
The foUowing is a quotation of the fim paragraph of 35 US.C. 1 12 

Claims 3-6 and 22-29 are rejected under 


subject matter which 


35 U.S.C. 112, first paragraph, as containing 


was not described in the specification in such 


convey to one skUled in the relevant art that the 
had possession of the claimed 


a way as to reasonably 


inventor(s), at the time the apphcation was filed, 


invention. 


The written description requirement is established by 


which states that the; 


^specification shall contain . 


35 U.S.C. 112, first paragraph 


written description of the invention. 
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.[emphasis added]." The written description requirement has been well established and 
characterized in the case law. A specification must convey to one of skill in the art that "as of 
the filing date sought, [the inventor] was in possession of the invention." See Vas Cath v. 
Mahurkar 935 F.2d 1555, 1560 19 USPQ2d 1111,1117 (Fed. Cir. 1991). Applicant may show 
that he is m "possession" of the invention claimed by describing the invention with all of its 
claimed limitations "by such descriptive means as words, structures, figures, diagrams, formulas, 
etc., that fully set forth the claimed invention." See Lockwood v. American Airlines Inc. 107 
F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (Fed. Cir. 1997). 

The present claims are drawn to agents which inhibit p21 activity and p21 and p27 
activity. These are genus claims that encompass a wide array of molecules. The agents of the 
present claims could be anything fi-om a chemical compound or composition to an antisense 
molecule to a protein. The specification does not disclose these agents, their structures or how 
the structures of these agents relate to their function. Thus, the specification does not describe 
the complete structure of a representative number of species. Neither does the specification 
describe a representative number of species in terms of partial structure and relevant identifying 
characteristics. Absent of such teachings and guidance as to the structure-function relationship 
of these molecules, the specification does not describe the claimed agents in such full, clear, 
concise and exact terms so as to indicate that Applicant had possession of these molecules at the 
time of filing of the present appHcation. Thus, the written description requirement has not been 
satisfied. 


The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude unih ^ 

Claims 1-45 are rejected under 35 U S r in 
f r P^^g^^Ph. as being indefinite for 

The present olaims recite toe terminology -less ti,an „iM , , 
a-wi,d.typep27a«ivi,v.. TH '-''-™W-<ypep2. aaivity- and "less 

P27ac.,v„, T'-genesarediffere„tiaU,i,,ce«s<,epen,i„,o„„,„^,„ 

a«.vat.o„orao,ivati„„b,eendan«,efori„.ta.c. Therefore the, , / 

which «„iW , . "f ^''P'ssion from 

Which w,id type actmty" is detennined is unclear. 


Conclusion 

Any inquio. concermng this communication or earlier .n • 

or earlier communications from the 
examiner should be directed to . ■ ^iromthe 

^"''°"°""-'™'^"'-*-eleph„nen„„her,s(V„3,3„5. 
-e^„ercannom.,yhereachedonMon.y,hro„^,,,,,3„,„^.3„ 

If attempts to reach the examiner by teleohnn. . 

. ^ unsuccessful, the examiner's 

~-'^''™^^-'.'-- -hereachedon(,03>30.„.s 7 

fonheor,^ati„n„hereth.app„ca.io„orproceedi„.- • ^ 

or proceeding is assigned are (703) 305 30U 

-8.Wco„™u„icationsand(703)305.7939forA«erFi„a, 

ror Alter Final conrniunications 

Any inquio, of a general nature orrelaeing to the status of th' 
should be directed ...K """''"^ ""^ WLcation or preceding 

" '^'ephone nutnber is (703, 305-338. 
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